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Suitability Determination for Donors of Human Cellular and Tissue-Based Products

To the FDA:

As physicians caring for infertile patients at the Institute for Reproductive Medicine and Science of
Saint Barnabas, we wish to protest the implementation of a six month quarantine for embryos created
via oocyte donation proposed in the Federal Register on September 30, 1999 under “Suitability
Determination for Donors of Human Cellular and Tissue-Based Products”

Oocyte donation has made conception possible for tens of thousands of infertile couples. Given that
there are no reported cases of HIV transmission via donor egg or via any in vitro fertilization
technology the increased costs of implementing this policy (increased costs of cryopreservation,
increased anxiety for patients, decreased success rates and increased embryo loss) make the quarantine
an unnecessary obstacle thrown in the path of couples stricken with infertility.

We suggest that this proposal be withdrawn until there is scientific support for reexamining this issue.
.
- David B. Sable, M.D.

Sincerely,

ena H. Chen, M.D.
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